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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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DETAILED ACTION 
Double Patenting 

1 . Claim 23 is objected to under 37 CFR 1 .75 as being a substantial duplicate of 
claim 21 . When two claims in an application are duplicates or else are so close in 
content that they both cover the same thing, despite a slight difference in wording, it is 
proper after allowing one claim to object to the other as being a substantial duplicate of 
the allowed claim. See MPEP § 706.03(k). 

Applicant is advised that should claim 21 be found allowable, claim 23 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claim 30 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 30 sets forth the limitation that the "only" 
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flow regulating device between the connectors and the blood portion is a single 
pumping portion between the blood portion and the junction. However, Applicant's 
specification clearly indicates that downstream of the replacement fluid junction and 
filter there is a clamping portion 190 that engages with a clamp 188 on machine 16 
before reaching pump header region 200. Therefore, the pump is NOT the only flow 
regulating device between the fluid replacement junction and the venous connection. 
Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1,3, 5-10, 12, 14, 16-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 01/37786 to Burbank in view of US 5,476,592 to Simard 

In the specification and figures, Burbank discloses the apparatus substantially as 
claimed by applicant. With regard to claims 1,19, and 26, Burbank discloses a 
disposable fluid circuit for use in extracorporeal treatment systems comprising a fluid 
circuit mounted in a cartridge 18 with a blood portion 62/78, 64/84 with a porous 
membrane or hemofilter 34 connected therein (see p 16, 19). The circuit further 
comprises a replacement fluid portion 172 that connects to a source of replacement 
fluid 176 wherein the replacement fluid portion may comprise a sterilizing filter 178 (see 
p22). In an embodiment, the replacement fluid portion may comprise a plurality of 
connectors 294 joined at a junction (unlabeled) to flow through the sterilizing filter 178 
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into the replacement fluid portion (see FIG 21) without any intervening flow regulating 
portion. The plurality of connectors may be connected to replacement fluid containers 
with a content of 8L of fluid, wherein each container contains the same replacement 
fluid (see p22). 

Burbank fails to disclose that the sterilizing filter comprises a pore size effective 
to eliminate pyrogens from a fluid passing therethrough. However, Simard discloses a 
hemofiltration apparatus comprising a replacement fluid line 22 with a filter 24 with a 
porosity sufficient to remove pyrogens from the replacement fluid in order to prevent 
undesirable elements from passing to the patient (see columns 2-3, FIG). Therefore, it 
would have been obvious to one having ordinary skill in the art at the time of invention 
to add a filter with a pore size sufficient to eliminate pyrogens (specifically, 0.22 urn, see 
column 3, lines 56-62) from fluid as disclosed by Simard to the fluid circuit with 
replacement fluid disclosed by Burbank in order to prevent passing undesirable 
elements to the patient. 

With regard to claims 3,12, 21, 23, the circuit comprises a tray or cartridge 18 
that supports the blood, filtrate, and replacement fluid paths (see p14). 

With regard to claims 5, 14, 22, Burbank illustrates that the connectors may 
comprise a plurality of bag spikes (see FIG 21). 

With regard to claim 6, as best determined by the Examiner, the sterilizing filter 
178 is located in the replacement fluid line such that all replacement fluid passes 
through the filter 178 (see FIG 21). 
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With regard to claims 7-8, 16-17, 24-25, Burbank discloses that the circuit is 
configured to carry blood, waste (filtrate), and replacement fluid during hemofiltration 
(see p15, lines 32-35), including fluid flow paths, valve paths, and pumping portions that 
are arranged in the cassette 18 to align with their respective actuators (see p16). 

With regard to claim 9, Burbank discloses that the replacement fluid is selected 
to maintain the patient's normal electrolyte balance (see p35, lines 25-27). 

With regard to claims 10 and 18, Burbank discloses arterial and venous blood 
connections (see p18, line 31 to p 19, line 35), and that the sterilizing filter is located in 
the replacement fluid line (see FIG 21 ) and that the replacement fluid line is connected 
to the venous line 64 (see p 22, lines 30-35). 

With regard to claim 27, it appears from FIG 21 provided by Burbank that the 
connector leads at 294 are connected to the filter 178 by substantially similar lengths of 
tubing, which is the same illustration provided by Applicant. Accordingly, it is the 
position of the Examiner that the length of tubing claimed and illustrated by Applicant is 
shown in the Burbank device. 

With regard to claims 28-29, Burbank illustrates that the filtration set 191 , 
comprising connector leads that feed into a common line and the filter, connects to fluid 
circuit in cassette 18 via input connector 174 (see FIG 21). 

With regard to claim 30, Burbank discloses and illustrates a clamping region 190 
that communicates with clamp 1 88 downstream of the fluid replacement junction, in 
addition to pump region 200 before the connection with the blood portion of the circuit. 
However, it has been held that the omission of an element and its function is obvious if 
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the function of the element is not desired. See MPEP § 2144.04(II)(A). In the instant 
case, it is the position of the Examiner that eliminating the clamp and its fluid control 
function in the device disclosed by Burbank would have been obvious to one of ordinary 
skill of art at the time of invention, since the fluid control function is not desired. 
Response to Arguments 

6. Applicant's amendment and arguments filed 3 October 2007 have been entered 
and considered. 

7. Applicants arguments with respect to the pending claims have been considered 
but are moot in view of the new grounds of rejection presented above. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LESLIE R. DEAK whose telephone number is (571 )272- 
4943. The examiner can normally be reached on Monday - Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leslie R. Deak/ 
Primary Examiner 
Art Unit 3761 
6 March 2008 



